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dol Tablets

ts contain NLT 90.0% and NMT 110.0% of the labeled amount of haloperidol (C CIFNO,).

21H23

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ctrum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay., (ysp 1-

re 6.8 g of monobasic potassium phosphate in 1L of water. 5 (ysp 1-May-2021)

flethanol and ABuffer, (USP 1-May-2021) (60:40). Adjust with 1 N sodium hydroxide or phosphoric acid to a pH of 4.0.

n: 0.1 mg/mL of USP Haloperidol RS in Mobile phase

2 Nominally 0.1 mg/mL of haloperidol Afrom Tablets , (USP 1-May-2021) Prepared as follows. Transfer an equivalent of about

peridol from finely powdered Tablets (NLT 20) to a 100-mL volumetric flask. Add 60 mL of Mobile phase, sonicate Awith
aking for 30 min. Dilute with Mobile phase to volume. Pass the solution through a filter of suitable pore size, discarding the
1e filtrate. 4 (usp 1-May-2021)

ic system

raphy (621), System Suitability.)

254 nm. AFor Identification B, use a diode array detector in the range of 200-400 nm. , (USP 1-May-2021)
-mm x 25-cm; 5-UM (usp 1-May-2021) Packing L1

perature: 30°, (usp 1-May-2021)

IL/min

me: 15 pL

2 times the retention time of haloperidol s (usp 1-May-2021)
ity

lard solution

uirements
r: NMT 2.0

1dard deviation: NMT 41.0% 5 (Usp 1-May-2021)
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ieak response of the Standard solution
:oncentration of USP Haloperidol RS in the Standard solution (mg/mL)

iominal concentration of haloperidol in the Sample solution (mg/mL)

eria: 90.0%-110.0%

"ESTS

ited gastric fluid TS without enzyme; 900 mL
0rpm

JSP 1-May-2021) Mobile phase: Prepare as directed in the Assay.

n: A known concentration of USP Haloperidol RS in Medium

1: Pass a portion of the solution under test through a suitable filter. Dilute with Medium, if necessary, to a concentration that is
of the Standard solution.

ic system

raphy (621), System Suitability.)

254 nm

-Mmm x 25-Cm; 5-iM 4 (UsP 1-May-2021) Packing L1

perature: 30°4 (UsP 1-May-2021)

IL/min

me: 50 pL

T 2 times the retention time of haloperidol 4 (usp 1-May-2021)
ity

lard solution

uirements

r: NMT 2.0

1dard deviation: NMT 41.0%

1dard solution and Sample solution

e percentage of the labeled amount of haloperidol (CmstcIFNOZ) dissolved:

Result = (r /rg) x (C/L) x V x 100
eak response from the Sample solution
eak response from the Standard solution
oncentration of USP Haloperidol RS in the Standard solution (mg/mL)

abel claim (mg/Tablet)

olume of Medium (900 mL)A (USP 1-May-2021)

'80% (Q) of the labeled amount of haloperidol (C CIFNO,) is dissolved.
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